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The National Academies of Sciences, Engineering, and Medicine 

Division on Earth and Life Studies 

Board on Life Sciences 

Future Biotechnology Products and Opportunities to Enhance Capabilities of the 
Biotechnology Regulatory System 

STATEMENT OF TASK: An ad hoc committee of the National Academies of Sciences, 
Engineering, and Medicine will produce a consensus report designed to answer the 
questions "What will the likely future products of biotechnology be over the next 5-10 
years? What scientific capabilities, tools and/or expertise may be needed by the 
regulatory agencies to ensure they make efficient and sound evaluations of the likely 
future products of biotechnology?" 

The committee will 

• (b)(4) 

. 

• 

I 

. 
regul 
- -·- --

POLICY AND BACKGROUND: In 1986, the Federal government issued the 
Coordinated Framework for the Regulation of Biotechnology (OSTP 1986), which 
outlined a comprehensive federal regulatory policy for ensuring the safety of 
biotechnology products. The Framework was further clarified in 1992 by an additional 
Federal Register notice (OSTP 1992) containing a policy statement. Key aspects of the 
Coordinated Framework are as follows: 

Existing statutes are adequate to deal with both research on and safety 
evaluations of the products and processes of biotechnology, although the Coordinated 
Framework recognized that "there can always be potential problems and deficiencies in 
the regulatory apparatus in a fast moving field" (OSTP 1986). 
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Biotechnology products could include raw foods, processed foods, waste 
treatment methods, human and animal medical products (such as drugs, biologics and 
devices), pesticides, and other products including modified plants, animals, or 
microorganisms themselves. 

The primary agencies with jurisdiction to regulate products of biotechnology are 
the Food and Drug Administration (FDA), the U.S. Department of Agriculture (USDA), 
and the Environmental Protection Agency (EPA). The jurisdictional authorities of the 
agencies over the products of biotechnology are determined by the use of the products 
"as has been the case for traditional products" (OSTP 1986). 

Regulation of biotechnology products is to be based on their characteristics and 
any product-specific risks, not by the process used to produce them (OSTP 1992). 

In July, 2015, the current Administration issued a memorandum directing the EPA, FDA, 
and USDA to update the Coordinated Framework, develop a long-term strategy to 
ensure that the system is prepared for the future products of biotechnology, and 
commission an external analysis of the future landscape of biotechnology products to 
support this effort. The National Academies of Sciences, Engineering, and Medicine 
have been asked to conduct the external analysis of the future landscape of 
biotechnology products and to "identify (1) potential new risks and frameworks for risk 
assessment and (2) areas in which the risks or lack of risks relating to the products of 
biotechnology are well understood." The objective of these activities is "to ensure public 
confidence in the regulatory system and to prevent unnecessary barriers to future 
innovation and competitiveness by improving the transparency, coordination, 
predictability, and efficiency of the regulation of biotechnology products while continuing 
to protect health and the environment." 

(b )(4) 
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(b)(4) 

PLAN OF ACTION: l(b)(4) I 
(b )(4) 
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(b)(4) 

PUBLIC INFORMATION ABOUT THE PROJECT: In order to afford the public greater 
knowledge of Academy activities and an opportunity to provide comments on those 
activities, the Academy may post on its website (http://nationalacademies.org) the 
following information as appropriate under its procedures: (1) notices of meetings open 
to the public; (2) brief descriptions of projects; (3) committee appointments including 
biographies of committee members; (4) report information; and (5) any other pertinent 
information. 

ESTIMATE OF COSTS: The estimated total costs of the projectl(b)(4l 
(b)(4) 
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